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Title  16— Commercial  Practices 

CHAPTER  11— CONSUMER  PRODUCT 
SAFETY  COMMISSION 

SUeCHAPTER  E— POISON  PREVENTION 
PACKAGING  Aa  OF  1970  REGULATIONS 

PART  1700— POISON  PREVENTION 
PACKAGING 

Certain  Aspirin-Containing  Powders 
Exemption  From  Child-Resistant 
Packaging  Standards 

AGENCY:  Consumer  Product  Safety 
Commission. 

ACTION:  Final  rule. 

SUMMARY:  In  this  document  the 
Consumer  Product  Safety  Commission 
issues  an  amendment  to  the  rule 
exempting  certain  aspirin  containing 
preparations  in  powdered  form  from 
the  special  packaging  requirements  for 
aspirin  which  were  issued  pursuant  to 
the  Poison  Prevention  Packaging  Act 
of  1970.  This  amendment  increases 
from  10  grains  to  13  grains  the  amount 
of  aspirin  in  these  powders  which  is 
exempt  from  the  special  packat^ing  re¬ 
quirements.  The  Commission’s  deci¬ 
sion  to  grant  an  exemption  is  based  on 
the  low  incidence  of  accidental  inges¬ 
tions  among  children  under  five  and 
on  a  study  conducted  by  the  Poster  D. 
Snell  Co.  which  indicates  that  chil¬ 
dren  are  not  likely  to  consume  a  toxic 
amount  of  the  product  due  to  its  phys¬ 
ical  form  and  bitter  taste. 

EFFECTIVE  DA'TE:  April  21.  1978. 

FOR  FURTHER  INFORMATION 
CONTACT. 

Wade  D.  Anderson.  Division  of  Reg¬ 
ulatory  Management.  Directorate 
for  Compliance  and  Enforcement, 
Consumer  I*roduct  Safety  Commis¬ 
sion,  Washington,  D.C.  20207,  301- 
492-6617. 

SUPPLEMENTARY  INFORMATION: 
In  the  Federal  Register  of  February 
16.  1972  (37  FR  3427),  the  Pood  and 
Drug  Administration  issued  a  regula¬ 
tion  (21  CFR  295.2(a)(1))  under  provi¬ 
sions  of  the  Poison  Prevention  Packag¬ 
ing  Act  of  1970  (PPPA)  esUblishing 
special  packaging  requirements  for 
preparations  containing  aspirin.  The 
regulation  was  issued  because  it  was 
found  (1)  that  the  degree  and  nature 
of  the  hazard  to  children  in  the  avail¬ 
ability  of  these  substances,  by  reason 
of  their  packaging,  was  such  that  spe¬ 
cial  packaging  was  required  to  protect 
children  from  serious  personal  injury 
or  serious  Ulness  resulting  from  han¬ 
dling,  using,  or  ingesting  these  sub¬ 
stances,  and  (2)  that  the  required  spe¬ 
cial  packaging  was  technically  feasible, 
practicable,  and  appropriate  for  these 
substances.  The  effective  date  for  this 
regulation  was  August  14, 1972. 


In  the  Federal  Register  of  Decem¬ 
ber  28.  1972  (37  FR  28624),  an  exemp¬ 
tion  from  this  regulation  was  granted 
for  unflavored  aspirin-containing 
preparations  in  powder  form  (other 
than  those  intended  for  pediatric  use) 
that  are  packaged  in  unit  doses  provid¬ 
ing  not  more  than  10  grains  of  aspirin 
per  unit  dose  and  that  contain  no 
other  substance  subject  to  special 
packaging  requirements  (21  CFR 
295.2(aKl)(ii).  The  exemption  was 
based  on  the  finding  that  such  pow¬ 
ders  do  not  lend  themselves  to  acci¬ 
dental  ingestion  by  children,  a  finding 
supported  by  human  experience  data 
as  reported  to  the  National  Clearing¬ 
house  for  Poison  Control  Centers. 

Effective  May  14,  1973,  section  30(a) 
of  the  Consumer  Product  Safety  Act 
Pub.  L.  92-573,  86  Stat.  1231,  15  U.S.C. 
2079(a)),  among  other  things,  trans¬ 
ferred  from  the  Secretary  of  Health, 
Education,  and  Welfare  to  the  Con¬ 
sumer  Product  Safety  Commission 
(CPSC)  responsibility  for  administer¬ 
ing  the  PPPA.  On  August  7,  1973,  reg¬ 
ulations  issued  by  the  Commissioner 
of  F\>od  and  Drugs  appearing  in  the 
Code  of  Federal  Regulations  as  21 
(ZTR  Part  295  were  revised  and  trans¬ 
ferred  to  16  CFR  Part  1700.  As  a  resuR 
of  this  action.  21  CFR  295.2(a)(l)(ii) 
became  16  CFR  1700.14(aKlKii). 

Exemption  Petition 

The  CPSC  received  from  Block  Drug 
Co.  Inc.,  Jersey  City,  N.J.  a  petition 
(PP  76-11),  dated  May  17.  1976,  re¬ 
questing  that  the  exemption  from  spe¬ 
cial  packaging  for  aspirin  containing 
powders  be  extended  to  include  unfla¬ 
vored  aspirin-containing  preparations 
in  a  powder  form  containing  not  more 
than  13  grains  of  aspirin  per  unit  dose. 

The  petitioner  manufactures  B.C. 
Analgesic  Powders,  an  imflavored  aspi¬ 
rin-containing  preparation  in  powder 
form,  in  packages  of  2,  6,  24.  and  50 
unit  dose  powders.  Seventy  percent 
(70%)  of  this  preparation  is  sold  in 
unit  packages  containing  2  dosage 
units. 

The  petitioner  bases  its  petition  on 
the  low  incidence  of  accidental  inges¬ 
tions  among  children  under  five  and 
on  a  study  conducted  by  Foster  D. 
Snell  Co.  which  indicates  that  chil¬ 
dren  are  not  likely  to  consume  a  toxic 
amount  of  the  drug  because  of  its 
powder  form  and  bitter  taste. 

Having  considered  the  petition, 
human  experience  data  as  reported  to 
the  National  Clearinghouse  for  Poison 
Control  Centers,  and  other  medical 
and  scientific  literature,  and  having 
consulted,  pursuant  to  section  3  of  the 
PPPA  of  1970,  with  the  Technical  Ad¬ 
visory  Committee  on  Poison  Preven¬ 
tion  Packaging  established  in  accor¬ 
dance  with  section  6  of  the  PPPA,  the 
Consumer  Product  Safety  Commis¬ 
sion.  on  April  19.  1977  (42  FR  20291) 
issued  a  proposed  rule  amending  the 


exemption  for  aspirin-containing  pow¬ 
ders  to  raise  the  maximum  allowable 
aspirin  content  from  10  grains  to  13 
grains  per  unit  dose. 

In  proposing  the  amendment  to 
grant  the  exemption,  the  Commission 
found  that  the  aspirin  product  covered 
by  the  amendment  does  not  pose  a 
risk  of  serious  personal  illness  or 
injury  to  children.  The  Commission 
therefore  found  that  it  would  not  be 
in  the  public  interest  to  continue  to  re¬ 
quire  special  packaging  for  this  drug 
pending  consideration  of  comments 
and  the  issuance  of  a  final  regulation. 
Accordingly,  the  amendment  was 
made  effective  on  an  interim  basis  im¬ 
mediately  upon  its  publication  in  the 
FYideral  Register  on  April  19,  1977 
pending  completion  of  rulemaking 
proceedings. 

Response  to  Proposed  and  Interim 
Rule 

Thirty-six  comments  were  received 
by  the  Commission  in  response  to  the 
proposed  and  interim  rule.  Thirty- 
three  commentors  were  consumers 
and  three  were  physicians.  Many  com¬ 
ments  included  general  views  on  the 
desirability  of  special  packaging  for  all 
products  and  on  the  difficulty  elderly 
and  handicapped  adults  might  encoun¬ 
ter  in  its  use.  The  principal  issues 
raised  by  the  commentors,  both  in 
favor  of  and  against  the  proposed 
amendment  to  the  aspirin  exemption, 
and  the  Commission’s  views  thereon, 
are  as  follows: 

A.  general  special  packaging 

COMMENTS 

(1)  A  number  of  commentors  ex¬ 
pressed  general  concern  that,  since  el¬ 
derly  and  handicapped  persons  might 
be  unable  to  open  child-resistant  con¬ 
tainers,  special  packaging  require¬ 
ments  would  result  in  denying  this 
class  of  individuals  the  use  of  products 
covered  by  the  regulations.  According¬ 
ly,  some  opposed  all  special  packaging 
regulations  while  others  favored 
granting  the  exemption  from  special 
packaging  for  13  grain  aspirin  pow¬ 
ders.  Some  commentors  indicated  that 
regulated  products  should  be  provided 
in  child-resistant  packaging  to  satisfy 
the  needs  of  those  with  young  chil¬ 
dren  and  in  conventional  packaging 
for  those  unable  to  use  special  packag¬ 
ing. 

In  response  to  these  comments  the 
Commission  notes  that  in  passing  the 
PPPA,  Congress  recognized  the  poten¬ 
tial  problems  those  unable  to  use  spe¬ 
cial  packaging  might  encounter.  Sec¬ 
tion  4(a)  of  the  act  allows  a  manufac¬ 
turer  or  packager  of  a  regulated  prod¬ 
uct  supplied  in  special  packaging  to 
produce  a  single  size  of  the  product  in 
conventional  packaging,  provided  it  is 
conspicuously  labeled.  “This  package 
for  households  without  young  chil¬ 
dren.”  Labeling  of  non-complying 
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packaging  must  comply  with  the  re¬ 
quirements  of  the  regulation  at  16 
CFR  1700.5  which  specify  type  size, 
placement,  and  conspicuousness.  In 
addition,  section  4(b)  allows  prescrip¬ 
tion  drugs  subject  to  a  standard  to  be 
dispensed  in  conventional  packaging  if 
requested  by  the  purchaser  or  ordered 
by  the  prescrlber.  Thus,  since  the  law 
itself  contains  a  mechanism  to  make 
substances  requiring  special  packaging 
available  to  such  individuals,  the  diffi¬ 
culty  in  use  would  not  be  sufficient,  in 
itself,  to  Justify  granting  the  exemp¬ 
tion. 

(2)  Several  commentors  took  the  po¬ 
sition  that  responsibility  for  the  pro¬ 
tection  of  young  children  from  poten¬ 
tially  harmful  products  rests  with  the 
parents  of  the  children.  On  this  basis, 
many  of  these  commentors  contend  in 
effect  that,  since  safety  packaging  is 
intended  to  protect  young  children 
from  the  negligence  of  their  parents, 
special  packaging  standards  place  an 
imnecessary  burden  on  those  individ¬ 
uals  without  children.  One  commentor 
stated  that  persons  with  children 
should  bear  the  cost  of  special  packag¬ 
ing. 

While  the  present  rule  involves  an 
exemption,  and  not  a  new  requirement 
for  special  packaging,  the  Commission 
believes  that  a  requirement  for  special 
packaging  does  not  alleviate  the  need 
for  careful  adult  handling  and  storage 
of  the  regulated  product  nor  Is  it  in¬ 
tended  to  relieve  parents  of  the  re¬ 
sponsibility  to  educate  their  children 
about  the  potential  dangers  associated 
with  common  household  products. 
Rather,  safety  packaging  is  an  addi¬ 
tional  tool  to  be  used  to  protect  chil¬ 
dren  from  poisoning  in  conjunction 
with  the  traditional  techniques  of  edu¬ 
cation  and  proper  storage.  For  those 
individuals  without  children,  safety 
packaging  can  have  affirmative  bene¬ 
fits.  The  Commission  is  aware  of  many 
cases  where  young  children  have 
gained  access  to  potentially  harmful 
substances  while  visiting  or  being  vis¬ 
ited  by  people  without  yoimg  children. 
Since  these  individuals  are  in  contact 
with  children  infrequently  they  may 
be  less  conscious  of  the  need  for  the 
proper  storage  of  hazardous  products. 
Special  packaging  provides  an  addi¬ 
tional  safeguard,  should  the  contain¬ 
ers  of  such  products  be  accessible  to 
visiting  children.  Naturally,  individ¬ 
uals  have  the  option  of  purchasing  the 
conventionally  packaged  non-comply¬ 
ing  size  as  discussed  above. 

B.  POTENTIAL  FOR  INJURY 

Several  comments  recommended 
that  the  Commission  withdraw  the 
proposed  amendment.  Some  expressed 
the  opinion  that  the  packaging  for  all 
aspirin  or  for  all  household  products 
should  be  child-resistant  while  others 
questioned  whether  the  bitter  taste  of 
aspirin  powders  would  deter  children 
from  ingesting  the  product. 
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1.  In  reponse  to  the  c(»nment  that 
special  packaging  should  be  required 
for  all  aspirin  or  household  products, 
the  PPPA  authorizes  the  Commission 
to  establish  a  special  packaging  stan¬ 
dard  for  a  household  substance  only 
upon  a  finding  that  the  degree  or 
nature  of  the  hazard  to  children  in  the 
availability  of  such  substance,  by 
reason  of  its  packaging,  is  such  that 
special  packa^g  Is  required  to  pro¬ 
tect  children  from  serious  personal 
injury  or  serious  Illness  resulting  from 
handling,  using,  or  ingesting  such  a 
substance.  Thus,  the  Commission  lacks 
authority  to  promulgate  a  standard 
for  a  substance  absent  data  associating 
that  substance  with  the  potential  for 
serious  childhood  injury  or  illness.  In 
the  case  of  aspirin,  the  initial  packag¬ 
ing  standard  covered  all  aspirin-con¬ 
taining  preparations  because  of  the 
difficulty  in  determining  the  precise 
level  at  which  aspirin  would  not  pre¬ 
sent  a  threat  of  serious  injury  to 
young  children.  To  ensure,  however, 
that  products  containing  aspirin  in 
amounts  not  harmful  to  children 
would  not  arbitrarily  be  required  to  be 
packaged  in  child-resistant  containers, 
the  preamble  to  the  aspirin  regulation 
(37  FR  3428,  February  16,  1972)  (and 
also  the  preamble  to  the  testing  proto¬ 
col  for  special  packaging  (36  FR  22151, 
November  20,  1971))  stated  that  ex¬ 
emptions  would  be  granted  when  ap¬ 
propriate. 

The  original  exemption  and  pro¬ 
posed  amendment  are  based  in  part 
upon  human  experience  data  which 
indicate  that  unflavored  aspirin  pow¬ 
ders  in  unit  dose  packages  have  not 
been  Involved  in  accidental  poisonings 
in  children.  Data  from  the  National 
Clearinghouse  for  Poison  Control  Cen¬ 
ters  (NCPCC),  quoted  in  the  Federal 
Register  proposal  of  April  19. 1977,  in¬ 
dicate  that  for  the  period  1969-1973 
only  5  ingestions  of  these  type  prod¬ 
ucts  were  reported  in  children  under  5 
years  of  age— none  of  which  resulted 
in  ssrmptomatology  or  hospitalization. 
More  recent  statistics  (1969-1975)  indi¬ 
cate  that  there  have  been  no  addition¬ 
al  ingestions  reported  in  this  age 
group.  Those  individuals  who  favored 
continuing  the  special  packaging  re¬ 
quirement  for  13-grain  aspirin  powders 
presented  no  data  to  indicate  that 
granting  an  exemption  would  expose 
children  to  a  risk  of  serious  injury  or 
would  increase  the  probability  of  acci¬ 
dental  ingestion.  Therefore  the  Com¬ 
mission  is  unable  to  conclude  that  the 
exemption  request  should  be  denied. 

2.  In  addition  to  the  low  incidence  of 
reported  a(x:idental  ingestions  and 
lack  of  injury,  the  Commission’s  deci¬ 
sion  to  propose  the  exemption  was 
based  on  the  Foster  D.  Snell  Inc.  study 
indicating  that  children  are  not  likely 
to  consume  a  toxic  amount  of  these 
products.  The  study,  conducted  on 
unit  dose  packages  of  unflavored  pow¬ 


ders.  each  containing  10  grains  of  aspi¬ 
rin,  reports  in  summary  “that  the  chil¬ 
dren  are  able  to  open  one  or  more 
packets  but.  after  having  done  so,  are 
unable  to  transport  the  powder  to 
their  mouths  without  considerable 
spilling  from  the  folded  glassine 
papers.  Furthermore,  they  are  unable 
to  pick  up  the  powder  with  their  fin¬ 
gers  because  of  its  texture.  Therefore, 
when  directed  to  do  so.  the  children 
taste  the  powder  by  inserting  their  fin¬ 
gers  in  it  and  licking  their  fingers,  or 
by  pouring  in  on  a  table  and  licking  it 
directly.  However,  once  having  tasted 
the  product,  the  majority  (about  90 
percent)  refused  to  open  more  than 
one  or  two  units,  as  a  result  of  its  un¬ 
pleasant  taste.” 

Specifically,  these  data  show  that  of 
207  children  tested,  9  children  might 
have  ingested  in  excess  of  1  gram  of 
the  powder  which  is  equivalent  to  ap¬ 
proximately  0.6  grams  of  aspirin.  In 
addition,  the  data  on  the  amount  in¬ 
gested  were  developed  by  subtracting 
the  amount  of  powder  remaining  in 
the  packet  after  the  child  had  been 
given  ample  time  to  manipulate  and 
taste  it.  Since  some  of  the  product 
might  have  been  spilled,  the  actual 
amount  ingested  could  have  been 
smaller  than  indicated.  While  this 
study  was  conducted  on  10  grain  aspi¬ 
rin  containing  powders,  the  amount  of 
the  contents  of  each  imit  dose  contain¬ 
ing  13  grains  of  aspirin  will  be  the 
same  as  that  of  the  package  for  the  10 
grain  powders.  Therefore,  the  fact 
that  only  4  percent  of  the  children  in 
the  Snell  study  consumed  more  than 
one  gram  of  the  powder  suggests  that 
the  amount  of  aspirin  consumed  would 
also  seldom  exceed  one  imit  dose  of 
the  13  grain  powder.  Furthermore,  in¬ 
creasing  the  amount  of  aspirin 
exempted  under  the  specified  condi¬ 
tions  should  not  make  it  easier  for 
children  to  transport  the  powders  to 
their  mouths  since  the  packaging  form 
and  texture  of  the  product  remains 
the  same  as  that  of  the  powders  which 
were  tested  with  children. 

Those  commentors  who  objected  to 
granting  the  exemption  on  the  basis  of 
the  bitter  taste  of  the  product  miscon¬ 
strued  this  rationale  for  the  exemp¬ 
tion.  The  Commission  agrees  that  un¬ 
pleasant  taste,  in  itself,  does  not  deter 
children  from  initially  ingesting  a 
product.  Reports  to  the  National 
Clearinghouse  for  Poison  Control  Cen¬ 
ters  demonstrating  that  children  have 
ingested  products  such  as  bleach,  am¬ 
monia.  and  turpentine  support  this 
contention.  Taste  may,  however,  dis¬ 
courage  repeated  ingestion,  as  the 
Foster  D.  Snell  study  suggests.  Thus, 
where  the  initial  exposure  to  a  prod¬ 
uct  involves  a  package  containing  an 
amount  which  is  not  potentially  harm¬ 
ful  (in  this  case  a  single  unit  dose  con¬ 
taining  13  grains  of  aspirin)  and 
human  experience  data  indicate  that 
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the  taste  of  the  product  deters  addi¬ 
tional  ingestions,  unpleasant  taste  be¬ 
comes  a  deterrent  to  ingestion  of  a 
toxic  or  harmful  amount  of  the  prod¬ 
uct.  If  epidemiological  data  reveal  that 
accidental  ingestions  have  not  in  fact 
occurred,  an  exemption  may  be  war¬ 
ranted.  This  is  the  case  with  aspirin- 
containing  powders. 

3.  One  comment,  while  supporting 
the  exemption  as  proposed,  suggested 
that  the  low  incidence  of  accidental  in¬ 
gestion  of  aspirin  powders  can  be  at¬ 
tributed  to  the  fact  that  limited  seg¬ 
ments  of  society  use  this  form  of  medi¬ 
cation.  The  comment  recommended 
that  the  Commission  continue  moni¬ 
toring  these  products  after  issuing  a 
finad  exemption  to  ensure  that  alter¬ 
ations  in  usage  patterns  do  not  in¬ 
crease  the  incidence  of  poisoning.  The 
Commission  has  no  data  to  support  or 
refute  these  contentions.  Screening  of 
ingestions  of  these  products,  insofar  as 
it  is  practical,  will  continue  as  part  of 
the  Commission's  routine  review  pro¬ 
gram. 

Findings 

Having  considered  the  petition, 
human  experience  data  from  the  Na¬ 
tional  Clearinghouse  for  Poison  Con¬ 
trol  Centers,  and  experimental  data, 
and  having  consulted,  pursuant  to  Sec¬ 
tion  3  of  the  PPPA,  with  the  Techni¬ 
cal  Advisory  on  Poison  Prevention 
Packaging  established  under  Section  6 
of  the  act,  the  Commission  finds  on 
the  basis  of  the  information  summa¬ 
rized  above  in  Section  B  of  the  pream¬ 
ble  that  unllavored  aspirin-containing 
preparations  in  powder  form  (other 
than  those  intended  for  pediatric  use) 
that  are  packaged  in  unit  doses  provid¬ 
ing  not  more  than  13  grains  of  aspirin 
per  unit  dose  and  that  contain  no 
other  substance  subject  to  special 
packaging  standards,  do  not  present 
the  degree  or  nature  of  hazard  to  chil¬ 
dren  in  their  availability,  by  reason  of 
their  packaging,  such  that  special 
packaging  is  required  to  protect  yoimg 
children  from  serious  personal  injury 
or  serious  illness  resulting  from  the  in¬ 
gestion  of  such  preparations. 

Ettective  Date 

Since  this  rule  grants  an  exemption, 
the  delayed  effective  date  provisions 
of  the  Administrative  Procedure  Act 
are  inapplicable  (5  U.S.C.  553(dKl)). 
Accordingly,  this  rule  is  effective  April 
21. 1978. 

Conclusion  and  Promulgation 

Having  considered  the  petition,  the 
comments  thereon,  and  other  relevant 
material,  the  Commission  concludes 
that  the  proposed  amendment  should 
be  adopted  as  set  forth  below. 

Accordingly,  pursuant  to  the  provi¬ 
sions  of  the  Poison  Prevention  Packag¬ 
ing  Act  of  1970  (Pub.  L.  91-801,  sec¬ 


tions  2(4),  3,  5,  84  Stat.  1670-72;  15 
U.S.C.  1471(4),  1472,  1474)  and  under 
authority  vested  in  the  Commission  by 
the  Consumer  Product  Safety  Act 
(Pub.  L.  92-573,  section  30(a),  86  Stat. 
1231,  12  U.S.C.  2079(a)).  the  Commis¬ 
sion  amends  16  CFR  1700.14(a)(lKil) 
to  read  as  follows; 

§  1700.14  Substances  requiring  special 
packaging. 

(a)  •  •  • 

(1)  Aspirin.  Any  aspirin-containing 
preparation  for  human  use  in  a  dosage 
form  intended  for  oral  administration 
shall  be  packaged  in  accordance  with 
the  provisions  of  §  1700.15  (a),  (b),  and 
(c),  except  the  following: 

m  •  0  0  0 

(ii)  Unflavored  aspirin-containing 
preparations  in  powder  form  (other 
than  those  intended  for  pediatric  use) 
that  are  packaged  in  imit  doses  provid¬ 
ing  not  more  than  13  grains  of  aspirin 
per  imit  dose  and  that  contain  no 
other  substance  subject  to  the  provi¬ 
sions  of  this  section. 

(Pub.  L.  91-601,  secs.  2(4),  3,  5.  84  Stat.  1670- 
72  (15  U.S.C.  1471(4))  1472,  1474;  Pub.  L.  92- 
573,  sec.  30(a).  86  Stat.  1231  (15  U.S.C.  2079 
(a)).) 

Effective  date:  This  amendment 
shall  become  effective  April  21,  1978, 

Dated:  April  17, 1978. 

Sadye  Dunn, 

Acting  Secretary,  Consumer 
Product  Safety  Commission. 

[PR  Doc.  78-10816  Piled  4-20-78;  8:45  ami 
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PART  1700— POISON  PREVENTION 
PACKAGING 

Certain  Preparations  Containing  Iron; 
Amendment  to  Child-Resistant 
Packaging  Standards 

AGENCY:  Consumer  Product  Safety 
Commission. 

ACTION:  Final  rule. 

SUMMARY:  In  this  document,  the 
Consumer  Product  Safety  Commission 
amends  the  rule,  issued  pursuant  to 
the  Poison  Prevention  Packaging  Act 
of  1970,  requiring  special  packaging 
for  certain  iron-containing  drugs  and 
dietary  supplements.  This  amendment 
lowers  from  500  milligrams  (mg)  to  250 
mg  the  amount  of  elemental  iron  in  a 
single  package  which  is  subject  to  the 
special  packaging  requirements.  The 
Cikimmission  believes  this  action  is 
needed  to  protect  young  childrra  from 
serious  injury  or  illness. 

EFFECTIVE  DATE:  This  regulation 
becomes  effective  as  to  products  pack¬ 
aged  after  October  17, 1978. 


FOR  FURTHER  INFORMATION 
CONTACT: 

Dr.  Fred  Marozzi,  Division  of  Safety 
Packaging  and  l^ientific  Coordina¬ 
tion,  Directorate  for  Engineering 
and  Science,  Health  Sciences,  Con¬ 
sumer  Product  Safety  Commission, 
Washington.  D.C.  20207,  301-492- 
6477. 

SUPPLEMENTARY  INFORMATION: 

Background 

The  Poison  Prevention  Packaging 
Act  of  1970  (PPPA)  (Pub.  L.  91-601,  15 
U.S.C.  1471-1475)  authorizes  the  Con¬ 
sumer  Product  Safety  Commission  (as 
delegated  to  the  Commission  by  sec¬ 
tion  30(a)  of  the  Consumer  Product 
Safety  Act.  15  U.S.C.  2079(a))  to  issue 
standards  for  the  special  packaging  of 
any  household  substance,  as  defined  in 
the  act.  if  it  finds,  among  other  things, 
that  the  degree  or  nature  of  the 
hazard  to  children  in  the  availability 
of  such  substance,  by  reason  of  its 
packaging,  is  such  that  special  packag¬ 
ing  is  required  to  protect  children 
from  serious  injury  or  serious  illness 
resulting  from  handling,  using,  or  in¬ 
gesting  such  substance. 

In  the  Federal  Register  of  June  2, 
1976  (41  PH  22261),  the  Commission 
issued  regulations  requiring  child-pro¬ 
tection  packaging  for  certain  drugs 
and  dietary  supplements  containing 
500  mg  or  more  elemental  iron  per 
package.  These  regulations  became  ef¬ 
fective  June  2,  1977.  During  the  com¬ 
ment  period  leading  to  the  issuance  of 
these  regulations,  a  petition  was  re¬ 
ceived  from  the  Washington  State 
Technical  Advisory  Committee  on 
Poison  Prevention  Packaging  (PP  76- 
6)  requesting  the  Commission  to  lower 
the  level  of  coverage  to  250  mg  per 
package.  In  the  preamble  to  the  final 
regulation  issued  on  June  2,  1976,  the 
Commission  observed  that  comments 
were  received  suggesting  that  the  level 
of  iron  to  be  regulated  be  lowered. 
These  comments  and  the  Washington 
State  petition  tended  to  support  the 
need  to  lower  the  level  but  none  pro¬ 
vided  data  adequate  to  establish  a  pre¬ 
cise  level  below  500  mg  per  package. 
Further,  the  Commission  stated  its  in¬ 
tention  to  collect  and  review  all  rel¬ 
evant  information  which  might  enable 
it  to  positively  establish  the  existence 
of  such  a  need,  and  if  so,  the  level  of 
iron  appropriate  for  regulation. 

On  April  18,  1977,  after  considering 
the  data  contained  in  the  record  previ¬ 
ously  compiled  in  issuing  the  standard 
at  the  500  mg  level,  the  data  collected 
and  received  as  a  result  of  the  Com¬ 
mission’s  continued  research,  written 
comments  received  from  several 
prominent  pediatricians  supporting  a 
substantial  lowering  of  the  regulated 
level,  and,  pursuant  to  section  3  of  the 
PPPA,  the  recommendations  of  the 
Technical  Advisory  Committee  on 
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Poison  Prevention  Packaging,  the 
Commission  proposed  in  the  Federal 
Register  (42  FR  20148)  an  amend¬ 
ment  which  would  require  special 
packaging  for  non-injectable  animal 
and  human  drugs  (except  animal  feeds 
used  as  a  vehicle  for  the  administra¬ 
tion  of  drugs),  and  human  dietary  sup¬ 
plements,  if  these  contain  iron  as  an 
active  ingredient  and  provide  an  equiv¬ 
alent  of  250  mg  or  more  of  elemental 
iron  per  package  in  a  concentration  of 
0.025  percent  or  more  on  a  weight  to 
volume  basis  for  liquids  and  0.05  per¬ 
cent  or  more  on  a  weight  to  weight 
basis  for  non  liquids. 

The  proposal  was  based  on  prelimi¬ 
nary  findings  that  the  degree  and 
nature  of  the  hazard  to  young  chil¬ 
dren  in  the  availability  of  these  prod¬ 
ucts,  by  reason  of  their  packaging,  is 
such  that  special  packaging  is  required 
to  protect  children  from  serious  per¬ 
sonal  injury  or  illness  resulting  from 
handling,  using,  or  ingesting  such  sub¬ 
stances  and  that  special  packaging  for 
these  products  is  technically  feasible, 
practicable  and  appropriate. 

In  support  of  the  findings  concern¬ 
ing  potential  for  injury,  the  preamble 
to  the  proposed  amendment  contained 
references  to  lnjvu*y  information  set 
forth  at  41  FR  22263  (the  preamble  to 
the  final  rule  requiring  special  packag¬ 
ing  for  preparations  containing  500  mg 
of  iron)  associating  acute  iron  poison¬ 
ing  with  death  from  shock  or  cardio¬ 
vascular  collapse,  and  noting  the  cor¬ 
rosive  effect  of  iron  on  the  gastrointes¬ 
tinal  tract.  Additional  data  generated 
in  response  to  a  request  for  confments 
in  the  final  order  referenced  medical 
and  scientific  literature  which  tended 
to  support  a  conclusion  that  the  inges¬ 
tion  of  400  mg  elemental  iron,  if  un¬ 
treated.  or  the  ingestion  of  500-600  mg 
of  elemental  iron,  where  treatment  is 
significantly  delayed,  can  be  potential¬ 
ly  lethal  to  a  young  child  (42  FR 
20148-20149).  Other  literature  indicat¬ 
ed  that  victims  with  serum  iron  levels 
of  500  micrograms  (meg)  percent  after 
ingestion  have  experienced  shock  and 
coma.  This  literature  presented  data 
showing  that  ingestion  of  amounts  of 
elemental  iron  between  250  mg  and 
600  mg  could  raise  the  serum  iron 
levels  in  children  to  a  percentage  ap¬ 
proaching  500  meg.  Ingestions  of  these 
amounts  were  shown  to  cause  signifi¬ 
cant  toxic  effects. 

As  support  for  the  need  for  a  regula¬ 
tion,  the  proposed  amendment  (at  42 
FR  20148)  also  cited  reports  to  the  Na¬ 
tional  Clearinghouse  for  Poison  Con¬ 
trol  Centers  (NCPCC)  from  1969 
through  1974  showing  2,470  childhood 
Ingestions  of  iron-containing  prepara¬ 
tions,  632  of  which  required  hospital¬ 
ization,  and  322  of  which  resulted  in 
symptoms  indicative  of  potentially  se¬ 
rious  injury.  Death  certificate  data, 
during  this  time  period,  implicated 
iron-containing  products  in  54  deaths. 


RULES  AND  REGULATIONS 

Comments  Received 

In  response  to  the  proposal,  com¬ 
ments  were  received  from  the  director 
of  a  major  poison  information  center, 
the  Nutrition  and  Consumer  Sciences 
Department  of  the  Food  and  Drug  Ad¬ 
ministration,  the  American  Society  of 
Hospital  Pharmacists,  twenty-seven  in¬ 
dividual  consumers,  two  physicians, 
the  Committee  on  Accident  Preven¬ 
tion  of  the  American  Academy  of  Pedi¬ 
atrics,  and  a  major  pharamaceutical 
manufacturer.  Many  of  the  comments 
expressed  general  views  on  the  desir¬ 
ability  of  special  packaging  and  on  the 
difficulty  elderly  and  handicapped  in¬ 
dividuals  might  experience  in  using 
such  packaging.  The  principal  issues 
raised  in  the  comments  and  the  Com¬ 
mission’s  conclusions  thereon  are  as 
follows: 

A.  GENERAL  SPECIAL  PACKAGING 
CONSIDERATIONS 

1.  Several  commentors  expressed 
concern  that,  since  elderly  and  handi¬ 
capped  persons  might  be  unable  to 
open  child-resistant  containers,  special 
packaging  requirements  would  result 
in  denying  them  the  use  of  products 
covered  by  the  regulations.  These 
commentors  opposed  the  special  pack¬ 
aging  standards.  Other  commentors 
favored  providing  regulated  products 
in  special  packaging  for  families  with 
young  children  and  in  conventional 
packages  for  those  who  do  not  desire 
or  need  special  packaging. 

In  passing  the  PPPA,  Congress  rec¬ 
ognized  that  certain  aged  or  Infirm  in¬ 
dividuals  might  encounter  difficulty  in 
gaining  access  to  products  contained 
in  special  packaging.  Section  4(a)  of 
the  act  iUlows  a  manufacturer  or  pack¬ 
ager  of  a  regulated  product  supplied  in 
special  packaging  to  produce  a  single 
size  of  the  product  in  conventional 
packaging,  provided  it  is  conspicuously 
labeled,  “This  package  for  households 
without  young  children’’  or,  as  set 
forth  in  16  CFR  1700.5,  “Package  not 
chUd  resistant’’  for  packages  too  small 
to  accommodate  the  statement  speci¬ 
fied  by  the  statute.  Labeling  of  non¬ 
complying  packaging  must  comply 
with  the  requirements  of  the  regula¬ 
tion  at  16  CFR  1700.5  which  specify 
type  size,  placement,  and  conspicuous¬ 
ness.  In  addition,  section  4(b)  allows 
prescription  drugs  subject  to  a  stan¬ 
dard  to  be  dispensed  in  conventional 
packaging  if  requested  by  the  purchas¬ 
er  or  ordered  by  the  prescriber. 

Since  the  law  itself  contains  a  mech¬ 
anism  to  assist  those  unable  to  use 
special  packaging,  the  Commission 
concludes  that  the  difficulty  in  using 
special  packaging  which  the  elderly  or 
handicapped  might  experience  does 
not  afford  sufficient  justification  to 
withdraw  the  proposed  amendment. 

2.  Several  commentors  took  the  posi¬ 
tion  that  responsibility  for  the  protec¬ 
tion  of  young  children  from  potential- 


17333 

ly  harmful  products  rests  with  the 
parents  of  children.  On  this  basis, 
miuiy  of  these  commentors  contend  in 
effect  that,  since  safety  packaging  is 
intended  to  protect  young  children 
from  the  negligence  of  their  parents, 
special  packaging  standards  place  an 
unnecessary  burden  on  those  individ¬ 
uals  without  children.  These  commen¬ 
tors.  especially  those  who  were  aware 
that  age  or  infirmity  could  create  dif¬ 
ficulty  in  using  special  packaging,  op¬ 
posed  the  standards. 

Congress  has  specifically  mandated 
that  special  packaging  standards  be  es¬ 
tablished  for  certain  hazardous  prod¬ 
ucts.  Congress  considered  the  relation¬ 
ship  between  accidental  childhood  in¬ 
gestions  and  parental  negligence  in  its 
deliberations  on  the  merits  of  passing 
the  act.  In  its  Report,  the  Senate  Com¬ 
mittee  on  Commerce  stated  a  belief 
that  parental  negligence  is  not  the  pri¬ 
mary  cause  of  poisonings,  and  stated 
that  there  are  too  many  potentially 
hazardous  products  in  the  modem 
home  to  hope  that  all  of  them  can  be 
kept  out  of  the  reach  of  children.  The 
report  went  on  to  state  that  special 
packaging  would  accomplish  what  pre¬ 
vious  efforts  had  not  by  attempting  to 
create  positive  separation  between 
young  children  and  hazardous  sub¬ 
stances.  (Sen.  Rep.  No.  91845,  91st 
Cong.,  1st  Sess.  3  (1970).) 

Since  special  packaging,  by  defini¬ 
tion,  cannot  be  required  to  resist  the 
attempts  of  all  children  to  open  or 
gain  access  to  a  toxic  or  harmful 
amount  of  the  contents,  a  requirement 
for  special  packaging  does  not  allevi¬ 
ate  the  need  for  careful  adult  han¬ 
dling  and  storage  of  the  regulated 
product  nor  Is  it  intended  to  relieve 
parents  of  the  responsibility  to  edu¬ 
cate  their  children  about  the  potential 
dangers  associated  with  common 
household  products.  Rather,  safety 
packaging  is  an  additional  tool  to  be 
used  to  protect  children  from  poison¬ 
ing  in  conjunction  with  the  traditional 
techniques  of  education  and  proper 
storage.  For  those  individuals  without 
children,  safety  packaging  can  have 
affirmative  benefits.  The  Commis.sion 
is  aware  of  many  cases  where  young 
children  have  gained  access  to  poten¬ 
tially  harmful  substances  while  visit¬ 
ing  or  being  visited  by  people  without 
young  children.  Since  these  individ¬ 
uals  are  in  contact  with  children  infre¬ 
quently  they  may  be  less  conscious  of 
the  need  for  the  proper  storage  of  haz¬ 
ardous  products.  Special  packaging 
provides  an  additional  safeguard, 
should  the  containers  of  such  prod¬ 
ucts.  be  accessible  to  visiting  children. 
Naturally,  individuals  have  the  option 
of  purchasing  the  conventionally 
packaged  noncomplying  size  as  dis¬ 
cussed  above. 

B.  POTENTIAL  FOR  INJURY 

1.  Several  commentors  recommended 
that  all  hazardous  household  products 
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containing  iron  be  specially  packaged 
while  others  favored  regulating  prep¬ 
arations  containing  less  than  250  mg 
of  iron  to  provide  an  adequate  margin 
of  safety.  The  PPPA  authorizes  the 
Commission  to  establish  a  special 
packaging  standard  for  a  household 
substance  upon  a  finding  that  special 
packaging  is  required  to  protect  chil¬ 
dren  from  serious  personal  injury  or 
serious  illness  resulting  from  handling, 
using,  or  ingesting  such  a  substance. 
Thus,  the  Commission  lacks  authority 
to  promulgate  a  standard  for  a  sul> 
stance,  absent  data  or  information  as¬ 
sociating  that  substance  with  the  po¬ 
tential  for  serious  childhood  injury  or 
illness.  Those  individuals  who  favored 
lowering  the  regulated  level  of  iron 
presented  no  data  which  would  sup¬ 
port  a  finding  of  need  for  special  pack¬ 
aging  at  a  lower  level.  Thus,  while 
their  concern  for  the  safety  of  young 
children  is  appreciated  the  Commis¬ 
sion  is  unable  to  grant  the  request 
that  the  level  of  iron  covered  by  the 
standard  be  established  below  250  mg. 

2.  One  commentor,  the  director  of  a 
poison  information  center,  supplied 
figines  indicating  that  the  center,  in 
four  years,  had  received  an  average  of 
360  calls  per  year  regarding  iron  prep¬ 
arations  and  vitamins  contain  Mg  iron. 
Because  of  these  figiu^s,  the  commen¬ 
tor  hypothesized  that  the  number  of 
inquiries  of  this  nature  on  a  national 
basis  must  be  considerable. 

While  all  inquiries  to  poison  infor¬ 
mation  centers  do  not  necessarily  in¬ 
volve  accidental  ingestions  or  poison¬ 
ings,  many  are  associated  with  such  in¬ 
cidents.  The  data  submitted  by  the 
poison  information  center  tend  to  sup¬ 
port  information  available  to  the  Com¬ 
mission  Indicating  that  the  accidental 
ingestion  of  iron  preparations  by 
young  children  presents  a  widespread 
problem  with  potentially  serious  con¬ 
sequences. 

Data  from  the  National  Clearing¬ 
house  for  Poison  Control  Centers  on 
accidental  ingestions  by  children 
under  five  of  iron  preparations  con¬ 
taining  250  mg  or  more  of  elemental 
iron  for  the  latest  available  period, 
1969-1975,  show  2,919  ingestions  of 
which  707  \dctims  required  hospitaliza¬ 
tion.  Of  these,  354  exhibited  symp¬ 
toms  such  as  coma,  convulsions,  leth¬ 
argy.  nausea,  vomiting,  jaundice,  diar¬ 
rhea,  abdominal  pain,  fever  in  excess 
of  101*  F.  hypotension,  and  blood  in 
vomit  and  stools.  Death  certificate  in¬ 
formation  for  the  latest  available 
period,  1969-1975,  associates  58  deaths 
of  children  yoimger  than  5  years  of 
age  with  the  accidental  ingestion  of 
these  products. 

Data  from  the  National  Electronic 
Injury  Surveillance  System  (NEISS) 
Indicate  that,  for  the  latest  available 
period,  fiscal  year  1975-June  14,  1977, 
there  were  81  ingestions  resulting  in 
22  hospitalizations  of  children  under  5 


years  of  age  as  a  result  of  ingesting 
preparations  containing  iron.  Prom 
fiscal  year  1973-75  NEISS  indicates  12 
deaths  of  children  under  5  years  of 
age  occurred  as  a  result  of  iron  inges¬ 
tion.  These  data  clearly  demonstrate 
that  safety  packaging  is  necessary  to 
protect  yotmg  children. 

3.  As  stated  earlier,  both  the  final 
order  requiring  special  packaging  for 
products  containing  500  mg  of  elemen¬ 
tal  iron  and  the  proposed  amendment 
to  lower  the  level  of  iron  to  250  mg 
contained  extensive  references  to 
medical  and  scientific  literature  to 
support  the  preliminary  finding  that 
products  containing  250  mg  of  iron 
present  a  risk  of  serious  injury  or  seri¬ 
ous  illness  to  young  children.  None  of 
the  commentors  questioned  the  infor¬ 
mation  upon  which  the  findings  were 
based. 

The  Accident  and  Poison  Prevention 
Committee  of  the  American  Academy 
of  Pediatrics  supported  the  standard, 
pointing  out  that  the  ingestion  of  iron 
in  amounts  of  200-400  mg  may  cause 
clinically  significant  gastrointestinal 
hemorrhage.  The  Academy  also  refer¬ 
enced  a  case  report  (Clinical  Toxicol¬ 
ogy  8;3-12,  1975)  in  which  the  victim 
experienced  gastrointestinal  symp¬ 
toms  requiring  two  laparotomies  even 
though  serum  iron  in  the  blood  was 
not  above  500  meg  percent,  the  level 
associated  with  shock  and  coma.  The 
symptoms  were  present  for  more  than 
one  month.  This  information  supplied 
by  the  American  Academy  of  Pediat¬ 
rics  confirms  the  medical  data  set 
forth  in  the  proposal  to  amend  the 
iron  standard.  No  comments  were  re¬ 
ceived  that  challenged  the  conclusions 
of  this  data.  As  a  result,  the  Commis¬ 
sion  has  affirmed  elsewhere  in  this 
dociunent  the  preliminary  finding  of 
need  for  special  packaging  established 
in  the  proposal. 

C.  SPECIAL  PACKAGING  CONSIDERATIONS 

1.  The  proposed  amendment  con¬ 
tained  a  preliminary  finding  that  spe¬ 
cial  packaging  for  products  containing 
250  mg  or  more  of  elemental  iron  is 
technically  feasible,  practicable,  and 
appropriate.  This  finding  was  based  on 
contacts  with  packaging  manufactur¬ 
ers  at  the  time  the  final  order  covering 
500  mg  iron  was  published  (June  1976) 
and  again  in  October  1976,  Briefly,  the 
finding  rested  on  information  that  sev¬ 
eral  special  packaging  designs,  includ¬ 
ing  unit  dose  packages  and  closures  for 
glass  and  plastic  containers,  complied 
with  the  effectiveness  specifications 
for  special  packaging  (16  Cm 
1700.15(b))  and  were  suitable  for  use 
with  iron  preparations.  These  designs 
were  adaptable  to  filling,  capping,  and 
forming  equipment  already  being  pro¬ 
duced  and  used  in  the  drug  and  di¬ 
etary  supplement  industries,  would 
not  interfere  with  the  storage  or  use 
of  iron  preparations,  and  would  not  be 


detrimental  to  the  integrity  of  such 
products. 

Neither  the  comments  nor  a  survey 
conducted  by  the  Commission  in  June 
1977  revealed  any  information  which 
would  reflect  adversely  on  the  issue  of 
technical  feasibility,  practicability, 
and  appropriateness.  Accordingly,  the 
Commission  affirms,  elsewhere  in  this 
document,  the  preliminary  findings 
contained  in  the  proposal. 

D.  EFFECTIVE  DATE 

In  the  Federal  Register  notice  of 
April  18,  1977,  the  Commission  pro¬ 
posed  that  the  amended  iron  standard 
become  effective  180  days  after  publi¬ 
cation  of  the  final  rule.  Although  a  1- 
year  effective  date  provision  was  in¬ 
cluded  in  the  final  rule  covering  500 
mg  iron,  this  time  period  was  chosen 
in  part  because  the  final  rule  estab¬ 
lishing  packaging  requirements  for 
packages  containing  500  mg  of  iron 
covered  a  large  majority  of  all  drugs 
and  dietary  supplements  containing 
iron.  By  contrast,  the  number  of  prod¬ 
ucts  affected  by  the  amendment  would 
be  relatively  small. 

Although  the  Commission  requested 
comments  on  the  proposed  effective 
date,  only  one  was  received.  That  com¬ 
ment  favored  the  180-day  period  be¬ 
cause  industry  had  been  on  notice  for 
2  years  that  special  packaging  would 
be  required  for  certain  iron-containing 
preparations.  To  verify  that  180  days 
is  a  reasonable  time  in  which  to  com¬ 
mence  using  special  packaging,  the 
Commission,  in  June  1977,  conducted  a 
survey  to  determine  the  availability  of 
special  pfu^kaging  for  products  con¬ 
taining  250  mg  of  iron  and  of  capping 
equipment  for  use  with  such  packag¬ 
ing. 

The  results  of  the  survey  indicate 
that  major  packaging  manufacturers 
have  an  aggregate  uncommitted  mold 
capacity  of  974  million  units  for  var¬ 
ious  sizes  of  child-resistant  closures. 
This  capacity  should  be  adequate  to 
satisfy  the  demand  for  special  packag¬ 
ing  for  preparations  containing  be¬ 
tween  250  and  500  mg  iron.  Most  man¬ 
ufacturers  can  add  new  mold  capacity 
within  18  to  24  weeks,  if  necessary. 

For  those  manufacturers  who  find  it 
necessary  to  make  adjustments  to 
packaging  lines,  modifications  to 
caping  equipment  would  take  13  to  16 
weeks.  Minor  modifications  and  ad¬ 
justments  to  equipment  could  be  im¬ 
plemented  with  relatively  few  inter¬ 
ruptions  on  present  production  lines. 
Should  new  equipment  be  required, 
the  lead  time  for  delivery  is  21  to  43 
weeks.  The  Commission,  however,  an¬ 
ticipates  few  situations  in  which  new 
equipment  would  be  needed,  since  cer¬ 
tain  manufacturers  producing  prep¬ 
arations  containing  250  mg  iron  previ¬ 
ously  modified  pcu:kaging  lines  to  ac¬ 
commodate  special  packaging  for 
those  products  containing  500  mg  iron 
which  they  also  manufacture. 
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These  data  clearly  demonstrate  that 
six  months  is  an  adequate  time  period 
in  which  to  implement  the  use  of  spe¬ 
cial  packaging  for  products  subject  to 
the  proposed  amendment.  According¬ 
ly,  the  Commission  is  establishing  the 
effective  date  of  the  amendment  180 
days  after  publication  of  the  final 
order  in  the  Federal  Register. 

E.  CLARIFICATION  OF  PRODUCTS  COVERED 

1.  One  comment  suggested  that  the 
proposed  amendment  apply  only  to 
non-prescription  drugs  and  human  di¬ 
etary  supplements,  avoiding  overlap¬ 
ping  coverage  of  prescription  iron 
preparations  under  this  standard  and 
16  CFR  1700.14(a)(10),  the  special 
packaging  standard  for  human  oral 
prescription  drugs.  Tliis  would  also 
preclude  any  implication  that  pre¬ 
scription  iron  preparations  subject  to 
the  oral  prescription  drug  standard^ 
are  exempted  from  that  standard* 
when  they  contain  less  than  250  mg 
iron  per  package.  Except  for  the  refer¬ 
ence  to  the  250  mg  amount,  this  com¬ 
ment  is  Identical  to  one  submitted  in 
response  to  the  proposal  to  regulate 
prc^ucts  containing  500  mg  iron.  In 
paragraph  G  2.  of  the  preamble  to  the 
final  order  covering  500  mg  iron  (41 
FR  22265),  the  Commission  ejected 
not  to  accept  the  proposed  revision  be¬ 
cause,  while  the  prescription  drug  and 
the  iron  containing  drug  regulations 
cover  some  identical  products,  each  ex¬ 
tends  to  certain  categories  of  products 
not  covered  by  the  other.  Unlike  the 
present  regulation  tlie  prescription 
drug  regulation  covers  those  packages 
coiitaining  less  than  250  mg  total  iron. 
Unlike  the  oral  prescription  drug  regu¬ 
lation,  the  regulation  here,  at 
§  1700.14(a)(12),  covers  nonoral  pre¬ 
scription  preparations  containing  iron. 
For  this  reason,  the  Commission  de¬ 
clines  to  adopt  the  proposed  revision. 

2.  One  commentor  requested  that 
§  1700.14(a)(12),  which  requires  special 
packaging  for  drugs  containing  iron, 
be  revised  to  expressly  exclude  drugs 
in  which  iron  is  present  only  as  a  co¬ 
lorant.  Such  an  action  would  be  consis¬ 
tent  with  a  statement  in  the  preamble 
of  the  final  order  establishing  the  500 
mg  iron  standard  which  indicated  that 
it  was  the  Commission’s  intent  to 
cover  only  products  in  which  iron  was 
pre.sent  as  an  active  ingredient.  The 
commentor  correctly  noted  that,  as 
drafted,  §  1700.14(a)(12)  had  the  effect 
of  excluding  products  containing  iron 
solely  as  a  colorant  but  maintained 
that  the  requested  clarification  would 
remove  any  doubt  about  the  status  of 
such  products. 

The  Commission  agrees  that  the  re¬ 
quest  for  clarification  has  merit.  The 
previsions  of  the  proposed  amendment 
dealing  with  drugs  have  therefore 
been  revised  to  exempt  those  products 
containing  iron  solely  as  a  colorant. 


RULES  AND  REGULATIONS 

F.  SECTION  3(a)  (1)  AND  (2)  FINDINGS 

As  required  by  section  3(a)  of  the 
PPPA,  the  Commission  has  consulted 
with  the  Technical  Advisory  Commit¬ 
tee  on  Poison  Prevention  Packaging 
during  the  development  of  this  stan¬ 
dard  and  has  considered  their  com¬ 
ments  and  those  from  other  interested 
parties.  The  Commission  has  also  con¬ 
sidered  available  scientific  and  medical 
data  concerning  childhood  ingestions, 
injury,  and  illness  caused  by  iron  con¬ 
taining  preparations,  their  nature  and 
use,  and  available  engineering  and  sci¬ 
entific  data  concerning  special  packag¬ 
ing.  Ttie  Commission,  therefore, 
makes  these  findings  in  accordance 
with  sections  3(a)  (1)  and  (2)  of  the 
PPPA. 

A.  Special  packaging  is  needed  to 
protect  children  from  serious  injury  or 
illness  resulting  from  handling,  using, 
or  ingesting  certain  iron  preparations. 

1.  Data  from  the  National  Clearing¬ 
house  for  Poison  Control  Centers  and 
the  National  Electronic  Injury  Surveil¬ 
lance  System  show  that  pro<lucts  con¬ 
taining  iron  are  frequently  ingested  by 
children  under  5  years  of  age. 

2.  Human  experience  data  contained 
in  the  medical  and  scientific  literature, 
the  symptomatology  associated  with 
many  of  the  National  Clearinghouse 
for  Poison  Control  Center  ingestion 
reports,  and  data  from  death  certifi¬ 
cates  show  that  the  accidental  inges¬ 
tion  of  products  containing  250  mg  or 
more  of  elemental  iron  can  cause 
death.or  serious  injury. 

3.  Iron-containing  drugs  and  dietary 
supplements  are  normally  stored  in 
their  original  containers;  many  acci¬ 
dental  ingestions  of  these  products 
therefore  involve  gaining  access  to  the 
contents  of  the  original  container. 

Therefore,  the  degree  and  nature  of 
the  hazard  to  children  in  the  availabil¬ 
ity  of  noninjectable  human  and 
animal  drugs  (excluding  animal  feeds 
used  as  drug  carriers  and  products  in 
which  iron  is  present  solely  as  a  color¬ 
ant)  which  provide  250  mg  or  more 
elemental  iron  per  package  for  thera¬ 
peutic  or  prophylactic  purposes,  and 
the  degree  and  nature  of  the  hazard  to 
children  in  the  availability  of  dietary 
supplements  containing  250  mg  or 
more  elemental  iron  per  package 
(except  preparations  in  which  iron  is 
present  solely  as  a  colorant),  by  reason 
of  their  packaging,  is  such  that  special 
packaging  is  required  to  protect  chil¬ 
dren  from  serious  personal  injury  or 
serious  illness  resulting  from  the  han¬ 
dling,  using,  or  ingesting  of  such  prep¬ 
arations  when  they  contain  elemental 
iron  in  concentrations  of  0.05  percent 
or  more  on  a  weight  to  weight  basis 
for  nonliquids  and  0.025  percent  or 
more  on  a  weight  to  volume  basis  for 
liquids. 

In  support  of  this  finding,  the  Com¬ 
mission  refers  the  reader  to  the  de¬ 
tailed  discussion  of  the  degree  and 
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nature  of  the  hazards  associated  with 
such  products  contained  in  the  pream¬ 
ble  of  the  final  order  establishing  spe¬ 
cial  packaging  requirements  for  prod¬ 
ucts  containing  500  mg  iron  (41  FR 
22263-22265)  and  in  the  preamble  of 
the  proposal  to  amend  the  level  of 
iron  covered  to  250  mg  (42  FR  20148- 
20149). 

B.  Technical  feasibility,  practicabil¬ 
ity  and  appropriateness  of  special 
packaging. 

1.  The  Commission  finds  that  the 
special  packaging  for  purposes  of  the 
amendments  issued  below  is  technical¬ 
ly  feasible  on  the  basis  of  the  fact 
that,  to  date,  23  firms  have  submitted 
summaries  of  data  from  tests  conduct¬ 
ed  in  accordance  with  16  CFR  1700.20 
indicating  that'  one  or  more  designs  of 
special  packaging  suitable  for  use  with 
iron  preparations  meets  or  exceeds  the 
effectiveness  specifications  of  16  CFR 
1700.15(b).  These  designs  include 
those  adaptable  to  glass  and  plastic 
containers,  and  unit  dose  strip  and 
blister  packaging. 

2.  After  considering  the  manufactur¬ 
ing  practices  of  manufacturers  of  iron 
preparations,  the  Commission  finds 
that  special  packaging  for  purposes  of 
the  amendments  Issued  below  is  prac¬ 
ticable  in  that  it  is  susceptible  to 
modem  ma.ss  production  and  assembly 
line  techniques.  Many  special  packag¬ 
ing  designs  for  use  on  plastic  and  glass 
containers  are  adaptable  to  capping 
and  filling  equipment  already  being 
produced  and  used  in  the  drug  and  di¬ 
etary  supplement  industries,  while  fill¬ 
ing  and  forming  equipment  exists  to 
manufacture  products  in  child-resis¬ 
tant  strip  and  blister  packages. 

3.  The  Commission  finds  that  special 
packaging  for  purposes  of  the  amend¬ 
ments  issued  below  is  appropriate 
since  the  special  packaging  available 
will  not  Interfere  with  the  storage  or 
use  of  iron  containing  preparations 
and  is  not  detrimental  to  their  integri¬ 
ty.  Of  the  designs  mentioned  above, 
many  utilize  or  can  utilize  the  same 
materials  which  come  in  contact  with 
iron-containing  preparations  in  con¬ 
ventional  packaging  and  provide  ade¬ 
quate  barriers  to  maintain  the  stabil¬ 
ity  of  such  products. 

Since  special  packaging  for  products 
containing  250  mg  iron  is  essentially 
the  same  as  that  for  products  contain¬ 
ing  500  mg  iron,  the  Coiiimlssion 
refers  the  reader  to  the  data  and  find¬ 
ings  on  technical  feasibility,  practica¬ 
bility,  and  appropriateness  set  forth  in 
the  preamble  to  the  final  order  requir¬ 
ing  special  packaging  for  products  con¬ 
taining  500  mg  or  more  of  elemental 
iron  (41  FR  22265-22267)  as  support 
for  this  finding. 

G.  CONCLUSION  AND  PROMULGATION 

Having  considered  the  proposal,  the 
comments  thereon,  and  other  relevant 
material,  the  Commission  concludes 
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that  the  proposed  amendments  with 
changes,  should  be  adopted  as  set 
forth  below. 

In  publishing  this  rule,  the  Commis¬ 
sion,  pursuant  to  section  3(b)  of  the 
PPPA,  has  considered  the  following: 
(1)  The  reasonableness  of  the  amend¬ 
ment;  (2)  available  scientific,  medical, 
and  engineering  data  concerning  both 
special  packaging  and  childhood  acci¬ 
dental  ingestions,  illness,  and  injury 
caused  by  certain  animal  and  human 
drugs  and  dietary  supplements  that 
provide  an  equivalent  of  250  mg  or 
more  elemental  iron  per  package;  (3) 
the  manufacturing  practices  of  the  af¬ 
fected  Industries,  and;  (4)  the  nature 
and  use  of  the  products  affected  by 
this  rule. 

Accordingly,  pursuant  to  the  provi¬ 
sions  of  the  Poison  Prevention  Packag¬ 
ing  Act  of  1970  (Pub.  L.  91-601,  secs. 
2(4),  3,  5,  84  Stat.  1670-72  (15  U.S.C. 
1471(4),  1472,  1474))  and  under  au¬ 
thority  vested  in  the  Commission  by 
the  Consumer  Product  Safety  Act 
(Pub.  L.  92-573,  sec.  30(a),  86  Stat. 
1231  (15  U.S.C.  2079(a)),  the  Commis¬ 
sion  amends  16  CTH  1700.14(a)(12) 
and  (a)(13)  as  follows; 


§  1700.14  Substances  requiring  special 
packaging. 

(.Si)  Substances  •  •  •(!)•  •  • 

•  •  •  •  • 

(12)  Iron-containing  drugs.  With  the 
exception  of:  (1)  Animal  feeds  used  as 
vehicles  for  the  administration  of 
drugs,  and  (ii)  those  preparations  in 
which  iron  is  present  solely  as  a  color¬ 
ant,  noninjectable  animal  ajid  human 
drugs  providing  iron  for  therapeutic  or 
prophylactic  purposes,  and  containijig 
a  total  amount  of  elemental  iron,  from 
any  source,  in  a  single  package,  equiv¬ 
alent  to  250  mg  or  more  elemental  iron 
in  a  concentration  of  0.025  percent  or 
more  on  a  weight  to  volume  basis  for 
liquids  and  0.025  percent  or  more  on  a 
weight  to  volume  basis  for  liquids  end 
0.05  percent  or  more  on  a  weight-to- 
weight  basis  for  nonliquids  (e.g.,  pow- 
deis,  granules,  tablets,  cap.sule.s, 
wafers,  gels,  viscous  products,  such  as 
pastes  and  ointments,  etc.)  shall  be 
packaged  in  accordance  with  the  pro¬ 
visions  of  §  1700.15  (a),  (b),  and  (c). 

(13)  Dietary  supplements  containing 
iroTU  With  the  exception  of  those 


preparations  in  which  iron  is  present 
solely  as  a  colorant,  dietary  supple¬ 
ments,  as  defined  in  §  1700.1(a)(3). 
that  contain  an  equivalent  of  250  mg 
or  more  of  elemental  iron,  from  any 
source,  in  a  single  package  in  concen¬ 
trations  of  0.025  percent  or  more  on  a 
weight  to  volume  basis  for  liquids  and 
0.05  percent  or  more  on  a  weight-to- 
weight  basis  for  nonliquids  (e.g.,  pow¬ 
ders,  granules,  tablets,  capsules, 
wafers,  gels,  viscous  products,  such  as 
pastes  and  ointments,  etc.)  shall  be 
packaged  in  accordance  with  the  pro¬ 
visions  of  §  1700.15  (a),  (b),  and  (c). 

Effective  date:  The  amendments 
promulgated  above,  16  CFR  1700.14(a) 
(12)  and  (13),  shall  become  effective  as 
to  products  packaged  after  October  17, 
1978. 

(Pub.  L.  91-601,  secs.  2(4),  3,  (5),  84  Stat. 
1670-1672  (15  US.C.  1471(4),  1472,  1474)); 
Pub.  L.  92-573,  sec.  30<a),  86  Stat.  1231  (15 
U.S.C.  2079(a).) 

Dated:  April  17,  1978. 

Sadye  E.  Dunn, 
Acting  Secretary,  Consumer 
Product  Safety  Commission. 
(FR  Doc.  78-10817  Piled  4-20-78;  8:45  au] 
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